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DEPARTMENT  OF  HEALTH,  EDU¬ 
CATION,  AND  WELFARE 

Food  and  Drug  Administration 
[  21  CFR  Part  27  1 
DILUTED  FRUIT  JUICE  BEVERAGES 

Proposed  Definitions  and  Standards 
of  Identity 

Notice  is  given  that  a  petition  has  been 
filed  by  Sunkist  Growers,  Inc.,  Los 
Angeles,  California,  proposing  the  pro¬ 
mulgation  of  definitions  and  standards 
of  Identity  for  diluted  citrus  fruit  juice 
beverages. 

Notice  is  also  given  that  the  Commis¬ 
sioner  of  Food  and  Drugs,  on  his  own 
initiative,  proposes  the  adoption  of  defi¬ 
nitions  and  standards  of  identity  for 
lemonade,  colored  lemonade,  limeade, 
and  classes  of  diluted  fruit  juice  bever¬ 
ages  differentiated  by  names  that  include 
the  percentage  of  fruit  juice  contained  in 
the  beverage. 

Insofar  as  the  proposals  of  Sunkist 
Growers,  Inc.,  and  those  of  the  Com¬ 
missioner  cover  the  same  class  of  foods, 
it  is  not  contemplated  that  both  will  be 
adopted.  On  the  basis  of  the  comments 
received  on  both  sets  of  proposals  there 
will  be  established  definitions  and  stand¬ 
ards  of  indentity  for  the  subject  foods. 

Pursuant  to  the  authority  of  the  Fed¬ 
eral  Food,  Drug,  and  Cosmetic  Act  (secs. 
401,  701,  52  Stat.  1046,  1055  as  amended 
70  Stat.  919;  21  U.S.C.  341,  371)  and 
delegated  to  him  by  the  Secretary  of 
Health,  Education,  and  Welfare  (21  CFR 
2.90;  29  Fit.  471),  the  Commissioner  of 
Pood  and  Drugs  invites  all  interested 
persons  to  present  their  views,  orally  or 
in  writing,  regarding  the  proposals  pub¬ 
lished  in  this  notice.  All  views  and  com¬ 
ments  should  be  submitted,  preferably 
in  writing  and  in  quintuplicate,  to  the 
Hearing  Clerk,  Department  of  Health, 
Education,  and  Welfare,  Room  5440,  330 
Independence  Avenue  SW.,  Washington, 
D.C.,  20201,  within  60  days  following  the 
date  of  publication  of  this  notice  in  the 
Federal  Register. 

1.  The  proposals  of  Sunkist  Growers, 
!nc.,  are  as  follows: 


§  27. _  Orange  nectar ;  identity;  label 

statement  of  ingredients. 

(a)  Orange  nectar  is  the  beverage  con¬ 
taining  not  less  than  50  percent  by 
volume  of  equivalent  natural  strength 
orange  juice  (11.8°  Brix  basis).  It  has 
a  noticeable  and  substantial  orange  pulp 
content.  It  is  prepared  by  mixing 
orange  juice,  orange  juice  for  manufac¬ 
turing,  concentrated  orange  juice,  con¬ 
centrated  orange  juice  for  manufactur¬ 
ing,  reconstituted  orange  juice,  or  any 
combination  of  these  juice  ingredients 
with  orange  oil  and/or  concentrated 
orange  oil  and/or  orange  essence,  water, 
one  or  more  nutritive  sweeteners,  and 
one  or  more  of  the  acidifying  ingredients 
citric  acid,  other  edible  orangic  acids, 
lemon  juice,  or  concentrated  lemon 
juiee. 

(b)  The  minimum  requirement  for 
juice  content  is  met  when  the  product 
contains  not  less  than  0.5145  pound  of 
soluble  solids  per  gallon,  derived  solely 
from  unsweetened  orange  juice  ingre¬ 
dients. 

(c)  The  juice  ingredients  may  be  so 
treated  by  heat  as  to  reduce  substan¬ 
tially  the  enzymatic  activity  and  the 
number  of  viable  micro-organisms.  The 
product  may  be  preserved  with  preserv¬ 
atives,  by  chilling,  and  by  freezing,  or 
it  may  be  so  processed  by  heat,  either 
before  or  after  sealing  in  containers,  as 
to  prevent  spoilage. 

(d)  For  purposes  of  calculating  the 
orange  juice  soluble-solids  contant  in 
terms  of  natural  strength  orange  juice, 
the  degrees  Brix  of  the  orange  juice 
ingredients  shall  be  determined  by  re- 
fractometer  with  applicable  correction 
for  percent  acid  as  indicated  in  “Re- 
fractometric  Determinations  of  Soluble 
Solids  in  Citrus  Juices,”  by  J.  W.  Stevens 
and  W.  E.  Baier,  Industrial  and  Engi¬ 
neering  Chemistry,  Analytical  Edition, 
Volume  11,  page  447  (1939).  In  these 
calculations,  use  shall  be  made  of  the 
“Uniform  Specific  Gravity  Table”  ap¬ 
proved  for  use  in  the  citrus  industry,  by 
the  Institute  of  Food  Technologists, 
May  26, 1963. 

(e)  The  name  of  the  food  is  “Orange 
nectar,”  and  the  labeling  shall  list  the 
ingredients  in  descending  order  of  pre¬ 
dominance  on  a  per cent-by- weight  basis. 


(f)  Whenever  the  name  of  the  bev¬ 
erage  appears  on  the  label  so  conspicu¬ 
ously  as  to  be  easily  seen  under  custo¬ 
mary  conditions  of  purchase,  and  the 
beverage  is  preserved  with  preservatives, 
the  following  statement  shall  imme¬ 
diately  and  conspicuously  precede  or 
follow  the  name  of  the  beverage,  without 
intervening  written,  printed,  or  graphic 

matter:  “Preserved  with _ ”  or 

“Contains - ,  a  preservative,” 

the  blank  to  be  filled  in  with  the  name  of 
the  preservative  or  preservatives  used. 

§  27. -  Orange/ juice- drink;  iden¬ 

tity;  label  statement  of  ingredients. 

(a)  Orange/juice-drink  is  the  bever¬ 
age  containing  not  less  than  30  percent 
by  volume  of  equivalent  natural  strength 
orange  juice  (11.8°  Brix  basis).  It  is 
prepared  by  mixing  orange  Juice,  orange 
juice  for  manufacturing,  concentrated 
orange  juice,  concentrated  orange  juice 
for  manufacturing,  reconstituted  orange 
juice,  or  any  combination  of  these  juice 
ingredients  with  orange  oil  and/or  con¬ 
centrated  orange  oil  and/or  orange  es¬ 
sence,  water,  one  or  more  nutritive 
sweeteners,  and  one  or  more  of  the  acidi¬ 
fying  ingredients  citric  acid,  other  edible 
organic  acid,  lemon  juice,  or  concen¬ 
trated  lemon  juice. 

(b)  The  minimum  requirement  for 
juice  content  is  met  when  the  product 
contains  not  less  than  0.3087  pound 
of  soluble  solids  per  gallon,  derived 
solely  from  unsweetened  orange  juice 
ingredients. 

(c)  The  juice  ingredients  may  be  so 
treated  by  heat  as  to  reduce  substan¬ 
tially  the  enzymatic  activity  and  the 
number  of  viable  micro-organisms.  The 
product  may  be  preserved  with  preserva¬ 
tives,  by  chilling,  and  by  freezing,  or  it 
may  be  so  processed  by  heat,  either  before 
or  after  sealing  in  containers,  as  to  pre¬ 
vent  spoilage. 

(d)  For  purposes  of  calculating  the 
orange  juice  soluble-solids  content  of  the 
product,  the  procedure  referred  to  in 

S  27 _ (d) ,  dealing  with  orange  nectar, 

shall  be  followed. 

(e)  The  name  of  the  food  is  "Orange 
juice-drink,”  and  in  the  labeling  each 
word  in  the  name  shall  be  given  equal 
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prominence,  and  the  order  of  presenta-  §  27. -  Orange  drink;  identity;  label  §  27. -  Orange  flavored  drink;  iden- 

tion  shall  be  as  follows :  statement  of  ingredients.  tity. 


ORANGE 

JUICE-DRINK 

or 

JUICE-DRINK 

ORANGE 

The  labeling  shall  also  list  the  Ingredients 
in  descending  order  of  predominance  on 
a  percent-by-weight  basis. 

(f )  Whenever  the  name  of  the  bever¬ 
age  appears  on  the  label  so  conspicuously 
as  to  be  easily  seen  under  customary 
conditions  of  purchase,  and  the  beverage 
is  preserved  with  preservatives,  the  fol¬ 
lowing  statement  shall  immediately  and 
conspicuously  precede  or  follow  the  name 
of  the  beverage,  without  intervening 
written,  printed,  or  graphic  matter: 
“Preserved  with  _ ”  or  “Con¬ 
tains  _ ,  a  preservative,”  the 

blank  to  be  filled  in  with  the  name  of  the 
preservative  or  preservatives  used. 

§  27. _  Orangeade;  identity;  label 

fitatement  of  ingredients. 

(a)  Orangeade  is  the  beverage  con¬ 
taining  not  less  than  15  percent  by  vol¬ 
ume  of  equivalent  natural  strength 
orange  juice  (11.8*  Brix  basis).  It  is 
prepared  by  mixing  orange  juice,  orange 
juice  for  manufacturing,  concentrated 
orange  juice,  concentrated  orange  juice 
for  manufacturing,  reconstituted  orange 
juice,  or  any  combination  of  these  ingre¬ 
dients  with  orange  oil  and/or  concen¬ 
trated  orange  oil  and/or  orange  essence, 
water,  one  or  more  nutritive  sweeteners, 
and  one  or  more  of  the  acidifying  ingre¬ 
dients  citric  acid,  other  edible  organic 
acids,  lemon  juice,  or  concentrated 
lemon  juice. 

(b)  The  minimum  requirement  for 
juice  content  is  met  when  the  product 
contains  not  less  than  0.1544  pound  of 
soluble  solids  per  gallon,  derived  solely 
from  unsweetened  orange  juice  ingre¬ 
dients. 

(c)  The  juice  ingredients  may  be  so 
treated  by  heat  as  to  reduce  substantially 
the  enzymatic  activity  and  the  number 
of  viable  micro-organisms.  The  product 
may  be  preserved  with  preservatives,  by 
chilling,  and  by  freezing,  or  it  may  be  so 
processed  by  heat,  either  before  or  after 
sealing  in  containers,  as  to  prevent  spoil¬ 
age. 

(d)  For  purposes  of  calculating  the 
orange  juice  soluble-solids  content,  the 

procedures  referred  to  in  §  27 - (d) 

dealing  with  orange  nectar  shall  be 
followed. 

(e)  The  name  of  the  food  is  “Orange¬ 
ade.”  The  labeling  shall  list  the  ingre¬ 
dients  in  descending  order  of  predomi¬ 
nance  on  a  percent-by-weight  basis. 


(a)  Orange  drink  is  the  beverage  con¬ 
taining  not  less  than  6  percent  by  vol¬ 
ume  of  equivalent  natural  strength 
orange  juice  (11.8°  Brix  basis) .  It  is  pre¬ 
pared  by  mixing  orange  juice,  orange 
juice  for  manufacturing,  concentrated 
orange  juice,  concentrated  orange  juice 
for  manufacturing,  or  any  combination 
of  these  ingredients  with  orange  oil  and/ 
or  concentrated  orange  oil  and/or  orange 
essence  and/or  other  natural  flavor, 
water,  one  or  more  nutritive  sweeteners, 
and  one  or  more  of  the  acidifying  in¬ 
gredients  citric  acid,  other  edible  organic 
acids,  lemon  juice,  or  concentrated 
lemon  juice.  One  or  more  of  the  op¬ 
tional  ingredients  listed  in  paragraph 

(b)  of  this  section  may  be  added,  pro¬ 
vided  that  they  are  not  used  in  a  man¬ 
ner  to  cause  the  finished  drink  to  sim¬ 
ulate  or  imitate  orange  juice  or  orange 
juice-containing  beverages  for  which 
standards  of  identity  in  this  Part  27  pre¬ 
clude  the  use  of  such  substances. 

(b)  The  optional  ingredients  referred 
to  in  paragraph  (a)  of  this  section  are 
coloring,  ascorbic  acid,  buffer  salts,  emul¬ 
sifying  and  stabilizing  substances,  and 
weighting  oils.  When  ascorbic  acid  is 
added,  the  total  ascorbic  acid  in  the 
drink  shall  not  exceed  7  milligrams  per 
8-fluid  ounce  serving. 

(c)  The  minimum  requirement  for 
juice  content  is  met  when  the  product 
contains  not  less  than  0.06179  pound  of 
soluble  solids  per  gallon,  derived  solely 
from  unsweetened  orange  juice  ingredi¬ 
ents. 

(d)  The  juice  ingredients  may  be  so 
treated  by  heat  as  to  reduce  substantially 
the  enzymatic  activity  and  the  num¬ 
ber  of  viable  micro-organisms.  The 
product  may  be  preserved  with  preserva¬ 
tives,  by  chilling,  and  by  freezing,  or  it 
may  be  so  processed  by  heat,  either  be¬ 
fore  or  after  sealing  in  containers,  as 
to  prevent  spoilage. 

(e)  For  purposes  of  calculating  the 

orange  juice  soluble-solids  content,  the 
procedures  outlined  in  §  27 - (d)  deal¬ 

ing  with  orange  nectar  shall  be  followed. 

(f)  The  name  of  the  beverage  is 
"Orange  drink.”  The  labeling  shall  list 
the  ingredients  in  descending  order  of 
predominance  on  a  percent-by-weight 
basis. 

(g)  Whenever  the  name  of  the  bever¬ 
age  appears  on  the  label  so  conspicuously 
as  to  be  easily  seen  under  customary 
conditions  of  purchase,  and  the  bever¬ 
ages  contains  added  color,  the  following 
statement  shall  immediately  and  con¬ 
spicuously  precede  or  follow  the  name  of 


Orange  flavored  drink  is  the  beverage 
complying  with  the  requirements  for 

orange  drink  in  §  27 _ _  except  that  it 

contains  less  than  6  percent  equivalent 
natural  strength  orange  juice  (11.8°  Brix 
basis) . 

§27. -  Grapefruit /juice-drink;  iden¬ 

tity  ;  label  statement  of  ingredients. 

(a)  Grapefruit/juice-drink  is  the  bev¬ 
erage  containing  not  less  than  30  per¬ 
cent  by  volume  of  equivalent  natural 
strength  grapefruit  juice  (10.8°  Brix 
basis) .  It  is  prepared  by  mixing  grape¬ 
fruit  juice,  concentrated  grapefruit  juice, 
reconstituted  grapefruit  juice,  or  any 
combination  of  these  ingredients  with 
cold-pressed  and/or  concentrated  grape¬ 
fruit  oil  and/or  grapefruit  essence,  wa¬ 
ter,  one  or  more  nutritive  sweeteners,  and 
one  or  more  of  the  acidifying  ingredients 
citric  acid,  other  edible  organic  acids, 
lemon  juice,  or  concentrated  lemon 
juice. 

(b)  The  minimum  requirement  for 
juice  content  is  met  when  the  product 
contains  not  less  than  0.2814  pound  of 
soluble  solids  per  gallon,  derived  solely 
from  unsweetened  grapefruit  juice  ingre¬ 
dients. 

(c)  The  juice  ingredients  may  be  so 
treated  with  heat  as  to  reduce  substan¬ 
tially  the  enzymatic  activity  and  the 
number  of  viable  micro-organisms.  The 
product  may  be  preserved  with  preserva¬ 
tives,  by  chilling,  and  by  freezing,  or  it 
may  be  so  processed  by  heat,  either  be¬ 
fore  or  after  sealing  in  containers,  as  to 
prevent  spoilage. 

(d)  For  purposes  of  calculating  the 
grapefruit  juice  soluble-solids  content, 

the  procedures  outlined  in  §  27. . 

(d) ,  dealing  with  orange  nectar,  shall  be 
followed. 

(e)  The  name  of  the  beverage  is 
“Grapefruit/juice-drink,”  and  in  the 
labeling  each  word  used  in  the  name 
shall  be  given  equal  prominence,  and  the 
order  of  presentation  shall  be  as  follows: 

GRAPEFRUIT 

JUICE-DRINK 

or 

JUICE-DRINK 

GRAPEFRUIT 

The  labeling  shall  also  list  the  ingredi¬ 
ents  in  descending  order  of  predomi¬ 
nance,  on  a  percent-by-weight  basis. 

(f)  Whenever  the  name  of  the  bev¬ 
erage  appears  on  the  label  so  con¬ 
spicuously  as  to  be  easily  seen  under 
customary  conditions  of  purchase,  and 
the  beverage  is  preserved  with  preserva¬ 
tives,  the  following  statement  shall  im- 


(f)  Whenever  the  name  of  the  bever¬ 
age  appears  on  the  label  so  conspicuously 
as  to  be  easily  seen  under  customary 
conditions  of  purchase,  and  the  beverage 
is  prepared  with  preservatives,  the  fol¬ 
lowing  statement  shall  immediately  and 
conspicuously  precede  or  follow  the  name 
of  the  beverage,  without  intervening 
written,  printed,  or  graphic  matter: 
“Preserved  with _ ”  or  “Con- 


the  beverage,  without  intervening  writ¬ 
ten,  printed,  or  graphic  matter:  “Arti¬ 
ficially  colored.”  If  the  beverage  is  pre¬ 
served  with  preservatives,  the  following 
statement  shall  immediately  and  con¬ 
spicuously  precede  or  follow  the  name  of 
the  beverage,  without  intervening  writ¬ 
ten,  printed,  or  graphic  matter:  “Pre¬ 
served  with  _ ”  or  “Contains 


mediately  and  conspicuously  precede  or 
follow  the  name  of  the  beverage,  without 
intervening  written,  printed,  or  graphic 


matter:  “Preserved  with 


“Contains  _ _  a  preservative,’ 


the  blank  to  be  filled  in  with  the  name 
of  the  preservative  or  preservatives  used. 


§  27. _  Grapefruit  drink;  identity; 

label  statement  of  ingredients. 


tains  _ _  a  preservative,”  the  _ _  a  preservative,”  the  blank  (a)  Grapefruit  drink  is  the  beverage 

blank  to  be  filled  in  with  the  name  of  the  being  filled  in  with  the  name  of  the  containing  not  less  than  6  percent  by 
preservative.  preservative.  volume  of  equivalent  natural  strength 
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grapefruit  juice  (10.8°  Brix  basis).  It 
is  prepared  by  mixing  grapefruit  juice, 
concentrated  grapefruit  juice,  reconsti¬ 
tuted  grapefruit  juice,  or  any  combina¬ 
tion  of  these  ingredients  with  cold- 
pressed  and/or  concentrated  grapefruit 
oil  and/or  grapefruit  essence  and/or 
other  natural  flavors,  water,  one  or  more 
nutritive  sweeteners,  and  one  or  more 
of  the  acidifying  ingredients  citric  acid, 
other  edible  organic  acids,  lemon  juice, 
or  concentrated  lemon  juice.  One  or 
more  of  the  optional  ingredients  listed  in 
paragraph  (b)  of  this  section  may  be 
added,  provided  that  they  are  not  used  in 
a  manner  to  cause  the  finished  beverage 
to  simulate  or  imitate  grapefruit  juice 
or  grapefruit  juice-containing  beverages 
for  which  standards  of  identity  pre¬ 
clude  the  use  of  such  substances. 

(b)  The  optional  ingredients  referred 
to  in  paragraph  (a)  of  this  section  are 
coloring,  ascorbic  acid,  buffer  salts, 
emulsifying  and  stabilizing  substances, 
and  weighting  oils.  When  ascorbic  acid 
is  added,  the  total  ascorbic  acid  in  the 
drink  shall  not  exceed  7  milligrams  per 
8-fluid  ounce  serving. 

(c)  The  minimum  requirement  for 
juice  content  is  met  when  the  product 
contains  not  less  than  0.05628  pound  of 
soluble  solids  per  gallon  derived  solely 
from  unsweetened  grapefruit  juice  in¬ 
gredients. 

(d)  The  juice  ingredients  may  be  so 
treated  by  heat  as  to  reduce  substan¬ 
tially  the  enzymatic  activity  and  the 
number  of  viable  micro-organisms.  The 
product  may  be  preserved  with  preserva¬ 
tives,  by  chilling,  and  by  freezing  or  it 
may  be  so  processed  by  heat,  either 
before  or  after  sealing  in  containers,  as 
to  prevent  spoilage. 

(e)  For  purposes  of  calculating  the 
grapefruit  juice  soluble-solids  content, 

the  procedure  as  outlined  in  §  27 _ 

(d),  dealing  with  orange  nectar,  shall 
be  followed. 

(f)  The  name  of  the  beverage  is 
“Grapefruit  drink.”  The  labeling  shall 
list  the  ingredients  in  descending  order  of 
predominance,  on  a  percent-by-weight 
basis. 

(g)  Whenever  the  name  of  the  bever¬ 

age  appears  on  the  label  so  conspicuously 
as  to  be  easily  seen  under  customary  con¬ 
ditions  of  purchase,  and  the  beverage 
contains  added  color,  the  following  state¬ 
ment  shall  immediately  and  conspicu¬ 
ously  precede  or  follow  the  name  of  the 
beverage,  without  intervening  written, 
printed,  or  graphic  matter:  “Artificially 
colored.”  if  the  beverage  is  preserved 
with  preservatives,  the  following  state¬ 
ment  shall  immediately  and  conspic¬ 
uously  precede  or  follow  the  name  of 
the  beverage,  without  intervening  writ¬ 
ten,  printed,  or  graphic  matter:  “Pre¬ 
served  with  - ”  or  “Contains 

- . . ,  a  preservative,”  the  blank 

being  filled  in  with  the  name  of  the 
preservative. 

§27.  __  Grapefruit  flavored  drink; 

identity. 

Grapefruit  flavored  drink  is  the  bever¬ 
age  complying  with  the  requirements  for 

grapefruit  drink  in  5  27 - -  except  that 

1  contains  less  than  6  percent  equivalent 
naturai  strength  grapefruit  juice  (10.8° 
Brix  basis). 


§  27_ _  Lemonade;  identity;  label 

statement  of  ingredients. 

(a)  Lemonade  is  the  beverage  deriving 
all  its  acidity  from  lemon  juice,  concen¬ 
trated  lemon  juice,  reconstituted  lemon 
juice,  or  any  combination  of  these  in¬ 
gredients.  It  contains  not  less  than  12.3 
percent  by  volume  of  equivalent  natural 
strength  lemon  juice.  It  is  prepared  by 
mixing  one  or  more  of  the  juice  ingredi¬ 
ents  specified  in  this  paragraph  with 
water  and  one  or  more  nutritive  sweet¬ 
eners.  Optional  ingredients  are  cold- 
pressed  lemon  oil,  concentrated  lemon 
oil,  lemon  essence,  and  buffer  salts. 

(b)  The  minimum  requirement  for 
juice  content  is  met  when  the  acidity  of 
the  product  derived  solely  from  the  lemon 
juice  ingredients  is  not  less  than  0.7  gram 
per  100  milliliters,  calculated  as  anhy¬ 
drous  citric  acid. 

(c)  The  juice  ingredidhts  may  be  so 
treated  with  heat  as  to  reduce  substan¬ 
tially  the  enzymatic  activity  and  the 
number  of  viable  micro-organisms.  The 
product  may  be  preserved  with  preserva¬ 
tives,  by  chilling,  and  by  freezing,  or  it 
may  be  so  processed  by  heat,  either  before 
or  after  sealing  in  containers,  as  to  pre¬ 
vent  spoilage. 

(d)  The  name  of  the  beverage  is 
“Lemonade.”  The  label  shall  list  the  in¬ 
gredients  in  descending  order  of  pre¬ 
dominance,  on  a  percent-by-weight  basis. 

(e)  Whenever  the  name  of  the  bever¬ 

age  appears  on  the  label  so  conspicuously 
as  to  be  easily  seen  under  customary  con¬ 
ditions  of  purchase,  and  the  beverage  is 
preserved  with  preservatives,  the  follow¬ 
ing  statement  shall  immediately  and 
conspicuously  precede  or  follow  the  name 
of  the  beverage,  without  intervening 
written,  printed,  or  graphic  matter: 
“Preserved  with _ ”  or  “Con¬ 
tains  - ,  a  preservative,”  the 

blank  being  filled  in  with  the  name  of 
the  preservative. 

§  27. -  Pink  lemonade;  identity;  label 

statement  of  ingredients. 

(a)  Pink  lemonade  is  the  beverage  de¬ 
riving  all  its  acidity  from  the  juice  in¬ 
gredients.  It  contains  not  less  than  12.3 
percent  by  volume  of  equivalent  natural 
strength  fruit  juice.  It  is  prepared  by 
mixing  lemon  juice,  concentrated  lemon 
juice,  reconstituted  lemon  juice,  or  any 
combination  of  these  ingredients  with 
water,  one  or  more  nutritive  sweeteners, 
artificial  color,  or  any  suitable  fruit  or 
vegetable  juice  or  concentrate  thereof,  to 
color  the  product  pink.  Optional  in¬ 
gredients  are  cold-pressed  lemon  oil, 
concentrated  lemon  oil,  lemon  essence, 
and  buffer  salts. 

(b)  The  minimum  requirement  for 
juice  content  is  met  when  the  acidity 
of  the  product  derived  solely  from  the 
lemon  juice  ingredients  is  not  less  than 
0.7  gram  per  100  milliliters,  calculated  as 
anhydrous  citric  acid. 

(c)  The  juice  ingredients  may  be  so 
treated  with  heat  as  to  reduce  substan¬ 
tially  the  enzymatic  activity  and  the 
number  of  viable  micro-organisms.  The 
product  may  be  preserved  with  preserva¬ 
tives,  by  chilling,  and  by  freezing,  or  it 
may  be  so  processed  by  heat,  either  be¬ 
fore  or  after  sealing  in  containers,  as  to 
prevent  spoilage. 


(d)  The  name  of  the  beverage  is  “Pink 
lemonade.”  The  label  shall  list  the  in¬ 
gredients  in  descending  order  of  predom¬ 
inance,  on  a  percent-by-weight  basis. 
If  the  lemonade  is  colored  with  fruit 
juice,  vegetable  juice,  or  concentrates 
thereof,  it  shall  be  sufficient  to  declare 
the  presence  of  these  ingredients  as 
“Fruit  juice  and/or  vegetable  juice  added 
for  color,”  without  naming  the  specific 
juices  used. 

(e)  Whenever  the  name  of  the  bever¬ 
age  appears  on  the  label  so  conspicuously 
as  to  be  seen  under  the  customary  condi¬ 
tions  of  purchase,  and  the  beverage 
contains  artificial  color,  the  following 
statement  shall  immediately  and  con¬ 
spicuously  precede  or  follow  the  name  of 
the  beverage,  without  intervening  writ¬ 
ten,  printed,  or  graphic  matter:  “Colored 
with  artificial  color”  or  “Artificial  color 
added.” 

(f)  Whenever  the  name  of  the  bev¬ 
erage  appears  on  the  label  so  conspicu¬ 
ously  as  to  be  easily  seen  under  cus¬ 
tomary  conditions  of  purchase,  and  the 
beverage  is  preserved  with  preservatives, 
the  following  statement  shall  imme¬ 
diately  and  conspicuously  precede  or  fol¬ 
low  the  name  of  the  beverage,  without 
intervening  written,  printed,  or  graphic 

matter:  “Preserved  with - ”  or 

“Contains _ ,  a  preservative,” 

the  blank  being  filled  in  with  the  name 
of  the  preservative. 

§  27. _  Lemon  drink;  identity;  label 

statement  of  ingredients. 

(a)  Lemon  drink  is  the  beverage  de¬ 
riving  all  its  acidity  from  lemon  juice, 
concentrated  lemon  juice,  reconstituted 
lemon  juice,  or  any  combination  of  these 
ingredients.  It  contains  not  less  than  6 
percent  by  volume  of  equivalent  natural 
strength  lemon  juice.  It  is  prepared  by 
mixing  one  or  more  of  the  juice  ingre¬ 
dients  specified  in  this  paragraph  with 
water,  cold-pressed  and/or  concentrated 
lemon  oil  and/or  lemon  essence  and/or 
other  natural  flavor,  and  one  or  more 
nutritive  sweeteners.  One  or  more  of 
the  optional  ingredients  coloring,  ascor¬ 
bic  acid,  buffer  salts,  emulsifiers  and/or 
stabilizers,  and  weighting  oils  may  be 
added,  provided  that  they  are  not  used 
in  a  manner  to  cause  the  finished  drink 
to  simulate  or  imitate  lemon  juice-con¬ 
taining  beverages  for  which  standards 
of  identity  preclude  the  use  of  such  sub¬ 
stances.  When  ascorbic  acid  is  added, 
the  total  ascorbic  acid  in  the  drink  shall 
not  exceed  7  milligrams  per  8-fiuld  ounce 
serving. 

(b)  The  minimum  requirement  for 
juice  content  is  met  when  the  acidity  of 
the  product  derived  solely  from  the  lemon 
juice  ingredients  is  not  less  than  0.342 
gram  per  100  milliliters,  calculated  as 
anhydrous  citric  acid. 

(c)  The  juice  ingredients  may  be  so 
treated  with  heat  as  to  reduce  substan¬ 
tially  the  enzymatic  activity  and  the 
number  of  viable  micro-organisms.  The 
product  may  be  preserved  with  preser¬ 
vatives,  by  chilling,  and  by  freezing,  or 
it  may  be  so  processed  by  heat,  either 
before  or  after  sealing  in  containers,  as 
to  prevent  spoilage. 

(d)  The  name  of  the  beverage  is 
“Lemon  drink.”  The  label  shall  list  the 
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ingredients  in  descending  order  of  pre¬ 
dominance,  on  a  percent-by-weight 
basis. 

(e)  Whenever  the  name  of  the  bever¬ 
age  appears  on  the  label  so  conspicuously 
as  to  be  easily  seen  under  customary 
conditions  of  purchase,  and  the  bever¬ 
age  contains  added  coloring,  the  follow¬ 
ing  statement  shall  immediately  and 
conspicuously  precede  or  follow  the 
name  of  the  beverage,  without  interven¬ 
ing  written,  printed,  or  graphic  matter: 
“Artificially  colored”  or  “Color  added.” 

(f )  Whenever  the  name  of  the  bever¬ 
age  appears  on  the  label  so  conspicuously 
as  to  be  easily  seen  under  customary 
conditions  of  purchase,  and  the  bever¬ 
age  is  preserved  with  preservatives,  the 
following  statement  shall  immediately 
and  conspicuously  precede  or  follow  the 
name  of  the  beverage,  without  inter¬ 
vening  written,  printed,  or  graphic 

matter:  “Preserved  with _ _ ”  or 

“Contains  _ ,  a  preservative,” 

the  blank  being  filled  in  with  the  name 
of  the  preservative. 

§  27. _  Lemon  flavored  drink;  iden¬ 

tity;  label  statement  of  ingredients. 

Lemon  flavored  drink  is  the  beverage 
complying  with  the  requirements  for 

lemon  drink  in  $  27 _ ,  except  that  it 

contains  less  than  6  percent  equivalent 
natural  strength  lemon  juice  and  may 
contain  added  citric  acid  or  other  edible 
organic  acid. 

§  27. -  Limeade;  identity;  label  state¬ 

ment  of  ingredients. 

(a)  Limeade  is  the  beverage  deriving 
all  its  acidity  from  lime  juice,  concen¬ 
trated  lime  juice,  reconstituted  lime 
juice,  or  any  combination  of  these  in¬ 
gredients.  It  contains  not  less  than  12.3 
percent  by  volume  of  equivalent  natural 
strength  lime  juice.  It  is  prepared  by 
mixing  one  or  more  of  the  juice  in¬ 
gredients  specified  in  this  paragraph 
with  water  and  one  or  more  nutritive 
sweeteners.  Optional  ingredients  are 
cold-pressed  lime  oil,  concentrated  lime 
oil,  lime  essence,  and  buffer  salts. 

(b)  The  minimum  requirement  for 
juice  content  is  met  when  the  acidity 
of  the  product  derived  solely  from  the 
lime  juice  ingredients  is  not  less  than 
0.7  gram  per  100  milliliters,  calculated 
as  anhydrous  citric  acid. 

(c)  The  juice  ingredients  may  be  so 
treated  with  heat  as  to  reduce  sub¬ 
stantially  the  enzymatic  activity  and  the 
number  of  viable  micro-organisms.  The 
product  may  be  preserved  with  preserva¬ 
tives,  by  chilling,  and  by  freezing,  or  it 
may  be  so  processed  by  heat,  either  be¬ 
fore  or  after  sealing  in  containers,  as  to 
prevent  spoilage. 

(d)  The  name  of  the  beverage  is 
“Limeade.”  The  label  shall  list  the  in¬ 
gredients  in  descending  order  of  pre¬ 
dominance,  on  a  percent-by-weight  basis. 

(e)  Whenever  the  name  of  the  bever¬ 
age  appears  on  the  label  so  conspicu¬ 
ously  as  to  be  easily  seen  under  customary 
conditions  of  purchase,  and  the  beverage 
is  preserved  with  preservatives,  the  fol¬ 
lowing  statement  shall  immediately  and 
conspicuously  precede  or  follow  the  name 
of  the  beverage,  without  intervening 
written,  printed,  or  graphic  matter: 


“Preserved  with - - — ”  or  “Con¬ 
tains  _ _ _ _  a  preservative,”  the 

blank  being  filled  in  with  the  name  of 
the  preservative. 

§27.--,.-  Lime  drink;  identity;  label 
statement  of  ingredients. 

(a)  Lime  drink  is  the  beverage  de¬ 
riving  all  its  acidity  from  lime  juice, 
concentrated  lime  juice,  reconstituted 
lime  juice,  or  any  combination  of  these 
ingredients.  It  contains  not  less  than 
6  percent  by  volume  of  equivalent  nat¬ 
ural  strength  lime  juice.  It  is  prepared 
by  mixing  one  or  more  of  the  juice  in¬ 
gredients  specified  in  this  paragraph  with 
water,  cold-pressed  and/or  concentrated 
lime  oil  and/or  lime  essence  and/or 
other  natural  flavor,  and  one  or  more 
nutritive  sweeteners.  One  or  more  of 
the  optional  ingredients  coloring,  ascor¬ 
bic  acid,  buffer  salts,  emulsifiers  and/or 
stabilizers,  and  weighting  oils  may  be 
added  provided  that  they  are  not  used  in 
a  manner  to  cause  the  finished  drink  to 
simulate  or  imitate  lime  juice-contain¬ 
ing  beverages  for  which  standards  of 
identity  preclude  the  use  of  such  sub¬ 
stances.  When  ascorbic  acid  is  added, 
the  total  ascorbic  acid  in  the  drink  shall 
not  exceed  7  milligrams  perjl-fluid  ounce 
serving. 

(b)  The  minimum  requirement  for 
juice  content  is  met  when  the  acidity  of 
the  product  derived  solely  from  the  lime 
juice  ingredients  is  not  less  than  0.342 
gram  per  100  milliliters,  calculated  as 
anhydrous  citric  acid. 

(c)  The  juice  ingredients  may  be  so 
treated  with  heat  as  to  reduce  substan¬ 
tially  the  enzymatic  activity  and  the 
number  of  viable  micro-organisms.  The 
product  may  be  preserved  with  preserva¬ 
tives,  by  chilling,  and  by  freezing,  or  it 
may  be  so  processed  by  heat,  either  be¬ 
fore  or  after  sealing  in  containers,  as  to 
prevent  spoilage. 

(d)  The  name  of  the  beverage  is  “Lime 
drink.”  The  label  shall  list  the  ingredi¬ 
ents  in  descending  order  of  predomi¬ 
nance,  on  a  percent-by-weight  basis. 

(e)  Whenever  the  name  of  the  bev¬ 
erage  appears  on  -the  label  so  con¬ 
spicuously  as  to  be  easily  seen  under 
customary  conditions  of  purchase,  and 
the  beverage  contains  added  coloring, 
the  following  statement  shall  immedi¬ 
ately  and  conspicuously  precede  or  fol¬ 
low  the  name  of  the  beverage,  without 
intervening  written,  printed,  or  graphic 
matter:  “Artificially  colored”  or  “Color 
added.” 

(f)  Whenever  the  name  of  the  bev¬ 
erage  appears  on  the  label  so  con¬ 
spicuously  as  to  be  easily  seen  under 
customary  conditions  of  purchase,  and 
the  beverage  is  preserved  with  preserva¬ 
tives,  the  following  statement  shall  im¬ 
mediately  and  conspicuously  precede  or 
follow  the  name  of  the  beverage,  without 
intervening  written,  printed,  or  graphic 

matter:  “Preserved  with _ ”  or 

“Contains  _ ,  a  preservative,” 

the  blank  being  filled  in  with  the  name 
of  the  preservative. 

§  27. _  Lime  flavored  drink;  iden¬ 

tity. 

Lime  flavored  drink  is  the  beverage 
complying  with  the  requirements  for 
lime  drink  in  8  27 _ ,  except  that  it 


contains  less  than  6  percent  equivalent 
natural  strength  lime  juice  and  may 
contain  added  citric  acid  or  other  edible 
organic  acid. 

§  27. _  Lemon  and  limeade;  identity; 

label  statement  of  ingredients. 

(a)  Lemon  and  limeade  is  the  bever¬ 
age  deriving  all  its  acidity  from  lemon 
and  lime  juices.  It  contains  not  less 
than  12.3  percent  by  volume  of  equiva¬ 
lent  natural  strength  lemon  and  lime 
juice.  It  is  prepared  by  mixing  lemon 
and  lime  juice,  concentrated  lemon  and 
lime  juice,  reconstituted  lemon  and  lime 
juice,  or  any  combination  of  these  ingre¬ 
dients  with  water  and  one  or  more  nu¬ 
tritive  sweeteners.  Optional  ingredients 
are  cold-pressed  lemon  oil,  cold-pressed 
lime  oil,  concentrated  lemon  oil,  concen¬ 
trated  lime  oil,  lemon  essence,  lime  es¬ 
sence,  or  any  combination  of  these 
ingredients,  and  buffer  salts. 

(b)  The  minimum  requirement  for 
juice  content  is  met  when  the  acidity  of 
the  product  derived  solely  from  the  lemon 
and  lime  juice  ingredients  is  not  less 
than  0.7  gram  per  100  milliliters,  calcu¬ 
lated  as  anhydrous  citric  acid. 

(c)  The  juice  ingredients  may  be  so 
treated  with  heat  as  to  reduce  substan¬ 
tially  the  enzymatic  activity  and  the 
number  of  viable  micro-organisms.  The 
product  may  be  preserved  with  preserva¬ 
tives,  by  chilling,  and  by  freezing,  or  it 
may  be  so  processed  by  heat,  either  before 
or  after  sealing  in  containers,  as  to  pre¬ 
vent  spoilage. 

(d)  The  name  of  the  beverage  is 
“Lemon  and  limeade.”  The  label  shall 
list  the  ingredients  in  descending  order 
of  predominance,  on  a  percent-by-weight 
basis. 

(e)  Whenever  the  name  of  the  bever¬ 

age  appears  on  the  label  so  conspicuously 
as  to  be  easily  seen  under  customary 
conditions  of  purchase,  and  the  bever¬ 
age  is  preserved  with  preservatives,  the 
following  statement  shall  immediately 
and  conspicuously  precede  or  follow  the 
name  of  the  beverage,  without  inter¬ 
vening  written,  printed,  or  graphic  mat¬ 
ter:  “Preserved  with  _ ”  or 

“Contains  _ _  a  preservative,” 

the  blank  being  filled  in  with  the  name  of 
the  preservative. 

§  27. _  Lemon  and  lime  drink;  iden¬ 

tity;  label  statement  of  ingredients. 

(a)  Lemon  and  lime  drink  is  the  bever¬ 
age  deriving  all  Its  acidity  from  lemon 
and/or  lime  juices.  It  contains  not  less 
than  6  percent  by  volume  of  equivalent 
natural  strength  juice.  It  is  prepared  by 
mixing  lemon  or  lime  juice,  concentrated 
lemon  or  lime  juice,  reconstituted  lemon 
or  lime  juice,  or  any  combination  of  these 
ingredients  with  cold-pressed  lemon  and 
lime  oil,  concentrated  lemon  and  lime 
oil,  lemon  and  lime  essence,  or  any  com¬ 
bination  of  these  flavoring  ingredients 
with  water  and  one  or  more  nutritive 
sweeteners.  One  or  more  of  the  optional 
ingredients,  other  natural  flavoring, 
color,  ascorbic  acid,  buffer  salts,  emulsi¬ 
fiers,  stabilizers,  and  weighting  oils  may 
be  added,  provided  that  they  are  not  used 
in  a  manner  to  cause  the  finished  drink 
to  simulate  or  imitate  beverages  for 
which  standards  of  identity  preclude  the 
use  of  such  substances.  When  ascorbic 
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acid  is  added,  the  total  ascorbic  acid  in 
the  drink  is  not  to  exceed  7  milligrams 
per  8-fluid  ounce  serving. 

(b)  The  minimum  requirement  for 
juice  content  is  met  when  the  acidity 
of  the  product  derived  solely  from  the 
juice  ingredients  is  not  less  than  0.342 
gram  per  100  milliliters,  calculated  as 
anhydrous  citric  acid. 

(c)  The  juice  ingredients  may  be  so 
treated  with  heat  as  to  reduce  substan¬ 
tially  the  enzymatic  activity  and  the 
number  of  viable  micro-organisms.  The 
product  may  be  preserved  with  preserva¬ 
tives,  by  chilling,  and  by  freezing,  or  it 
may  be  so  processed  by  heat,  either  before 
or  after  sealing  in  containers,  as  to  pre¬ 
vent  spoilage. 

(d)  The  name  of  the  beverage  is 
“Lemon  and  lime  drink.” 

The  label  shall  list  the  ingredients  in 
descending  order  of  predominance,  on  a 
percent-by-weight  basis. 

(e)  Whenever  the  name  of  the  bever¬ 
age  appears  on  the  label  so  conspicuously 
as  to  be  easily  seen  under  customary  con¬ 
ditions  of  purchase,  and  the  beverage 
contains  added  coloring,  the  following 
statement  shall  immediately  and  con¬ 
spicuously  precede  or  follow  the  name  of 
the  beverage,  without  intervening  writ¬ 
ten,  printed,  or  graphic  matter:  "Arti¬ 
ficially  colored”  or  “Color  added.” 

(f)  Whenever  the  name  of  the  bever¬ 

age  appears  on  the  label  so  conspicuously 
as  to  be  easily  seen  under  customary  con¬ 
ditions  of  purchase,  and  the  beverage  is 
preserved  with  preservatives,  the  follow¬ 
ing  statement  shall  immediately  and  con¬ 
spicuously  precede  or  follow  the  name  of 
the  beverage,  without  intervening  writ¬ 
ten,  printed,  or  graphic  matter:  "Pre¬ 
served  with  _ ”  or  “Con¬ 
tains  _ _  a  preservative,”  the 

blank  being  filled  in  with  the  name  of  the 
preservative. 

§27. _  Lemon  and  lime  flavored 

drink ;  identity. 

Lemon  and  lime  flavored  drink  is  the 
beverage  complying  with  the  require¬ 
ments  for  lemon  and  lime  drink  in 

{27 - -  except  that  it  contains  less 

than  6  percent  juice  and  may  contain 
added  citric  acid  or  other  edible  organic 
acid. 

§  27. -  Fruit  lemonade,  fruit  lemon 

punch;  identity;  label  statement  of 
ingredients. 

(a)  Fruit  lemonade,  fruit  lemon  punch 
is  the  beverage  deriving  all  its  acidity 
from  the  juice  ingredients  and  tests  not 
less  than  0.6  gram  per  100  milliliters,  cal¬ 
culated  as  anhydrous  citric  acid.  It  pos¬ 
sesses  a  distinct  and  noticeable  flavor 
that  is  characteristic  of  the  fruit  named. 
It  is  prepared  by  mixing  lemon  juice, 
concentrated  lemon  juice,  reconstituted 
lemon  juice,  or  any  combination  of  these 
Ingredients  with  water,  one  or  more  nu¬ 
tritive  sweeteners,  and  other  concen¬ 
trated  fruit  juices  and/or  fruit  purees. 
Optional  ingredients  are  other  natural 
flavoring  and  buffer  salts. 

<b)  The  Juice  and  fruit  ingredients 
may  be  so  treated  with  heat  as  to  reduce 
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substantially  the  enzymatic  activity  and 
the  number  of  viable  micro-organisms. 
The  product  may  be  preserved  with  pre¬ 
servatives,  by  chilling,  and  by  freezing, 
or  it  may  be  so  processed  by  heat,  either 
before  or  after  sealing  in  containers,  as 
to  prevent  spoilage. 

(c)  The  name  of  the  beverage  is 

“ _ .  lemonade”  or  “ - 

lemon  punch,”  the  blank  being  filled  in 
with  the  name  of  the  fruits  supplying  the 
characteristic  flavor,  as  for  example, 
“grape  lemonade”  or  “grape-lemon 
punch.”  The  label  shall  list  the  ingredi¬ 
ents  in  descending  order  of  predomi¬ 
nance,  on  a  percent-by-weight  basis. 

(d)  Whenever  the  name  of  the  bever¬ 

age  appears  on  the  label  so  conspicuously 
as  to  be  easily  seen  under  customary  con¬ 
ditions  of  purchase,  and  the  beverage  is 
preserved  with  preservatives,  the  follow¬ 
ing  statement  shall  immediately  and  con¬ 
spicuously  precede  or  follow  the  name 
of  the  beverage,  without  intervening 
written,  printed,  or  graphic  matter: 
“Preserved  with _ ”  or  “Con¬ 
tains  _ _  a  preservative,”  the 

blank  being  filled  in  with  the  name  of 
the  preservative. 

§  27. _  Fruit  lemon  drink;  identity; 

label  statement  of  ingredients. 

(a)  Fruit  lemon  drink  is  the  beverage 
deriving  all  its  acidity  from  the  juice 
and  fruit  ingredients,  and  tests  not  less 
than  0.342  gram  per  100  milliliters,  cal¬ 
culated  as  anhydrous  citric  acid.  It 
possesses  a  distinct  and  noticeable  flavor 
that  is  characteristic  of  the  fruit  named. 
It  is  prepared  by  mixing  lemon  juice, 
concentrated  lemon  juice,  reconstituted 
lemon  juice,  or  any  combination  of  these 
ingredients  with  water,  one  or  more 
nutritive  sweeteners,  and  other  concen¬ 
trated  fruit  juices  and/or  fruit  purees. 
One  or  more  of  the  optional  ingredients, 
other  natural  flavoring,  color,  ascorbic 
acid,  buffer  salts,  emulsifiers,  stabilizers, 
and  weighting  oils  may  be  added,  pro¬ 
vided  that  they  are  not  used  in  a  manner 
to  cause  the  finished  drink  to  simulate 
or  imitate  beverages  for  which  stand¬ 
ards  of  identity  preclude  the  use  of  such 
substances.  When  ascorbic  acid  is  added, 
the  total  ascorbic  acid  in  the  drink  is 
not  to  exceed  7  milligrams  per  8-fluid 
ounce  serving. 

(b)  The  juice  ingredients  may  be  so 
treated  with  heat  as  to  reduce  substan¬ 
tially  the  enzymatic  activity  and  the 
number  of  viable  micro-organisms.  The 
product  may  be  preserved  with  preserva¬ 
tives,  by  chilling,  and  by  freezing,  or  it 
may  be  so  processed  by  heat,  either 
before  or  after  sealing  in  containers,  as 
to  prevent  spoilage. 

(c)  The  name  of  the  beverage  is 

“ -  lemon  drink,”  the  blank 

being  filled  in  with  the  name  of  the 
other  fruits  used.  The  label  shall  list 
the  ingredients  in  descending  order  of 
predominance,  on  a  percent-by-weight 
basis. 

(d)  Whenever  the  name  of  the  bev¬ 
erage  appears  on  the  label  so  conspicu¬ 
ously  as  to  be  easily  seen  under  customary 
conditions  of  purchase,  and  the  bever¬ 
age  contains  added  coloring,  the  fol¬ 


lowing  statement  shall  immediately  and 
conspicuously  precede  or  follow  the 
name  of  the  beverage,  without  inter¬ 
vening  written,  printed,  or  graphic  mat¬ 
ter:  “Artificially  colored”  or  “Color 
added.” 

(e)  Whenever  the  name  of  the  bever¬ 
age  appears  on  the  label  so  conspicu¬ 
ously  as  to  be  easily  seen  under  custom¬ 
ary  conditions  of  purchase,  and  the 
beverage  is  preserved  with  preservatives, 
the  following  statement  shall  immedi¬ 
ately  and  conspicuously  precede  or  fol¬ 
low  the  name  of  the  beverage,  without 
intervening  written,  printed,  or  graphic 

matter:  “Preserved  with _ ”  or 

“Contains _ _  a  preservative,” 

the  blank  being  filled  in  with  the  name 
of  the  preservative. 

§  27. -  Fruit  flavored  lemon  drink; 

identity. 

Fruit  flavored  lemon  drink  is  the 
beverage  complying  with  the  require¬ 
ments  for  fruit  lemon  drink  in  §  27 _ _ 

except  that  it  has  an  acidity  of  less  than 
0.342  gram  per  100  milliliters,  calculated 
as  anhydrous  citric  acid,  and  need  not 
be  completely  juice-acidified. 

2.  The  proposals  of  the  Commissioner 
of  Food  and  Drugs  are  as  follows: 

§  27. -  Fifty  percent  fruit  juice 

drinks;  identity;  label  statement  of 
optional  ingredients. 

(a)  The  fruit  juice  drinks  for  which 
definitions  and  standards  of  identity  are 
prescribed  by  this  section  are  the  bever¬ 
age  foods  made  from  one  or  more  of  the 
fruit  juice  ingredients  named  in  para¬ 
graph  (b)  of  this  section,  to  which  water 
is  added.  The  finished  fruit  juice  drink 
contains  not  less  than  50  percent  of  fruit 
juice,  calculated  to  a  single  strength 
basis.  This  fruit  juice  requirement  is 
deemed  to  be  met  when  the  proportion 
of  fruit-soluble  solids  is  not  less  than  50 
percent  of  the  value  set  out  in  the  table 
in  paragraph  (b)  of  this  section  for  the 
kind  of  fruit  juice  used.  For  blended 
fruit  juice  drinks,  each  fruit  juice  Ingre¬ 
dient  is  used  in  a  quantity  at  least  suffi¬ 
cient  to  impart  its  characteristics  to  the 
blend,  and  the  sum  of  the  fruit  juice 
ingredients,  each  calculated  to  a  single¬ 
strength  basis,  amounts  to  not  less  than 
50  percent  of  the  finished  food.  Fruit 
juice  drinks  may  contain  one  or  more 
of  the  optional  ingredients  specified  in 
paragraph  (c)  of  this  section.  The  food 
may  be  preserved  by  freezing,  by  refrig¬ 
eration,  or  it  may  be  sealed  in  containers 
and  so  processed  by  heat,  either  before 
or  after  sealing,  as  to  prevent  spoilage. 

(b)  The  fruit  juice  ingredients  re¬ 
ferred  to  in  paragraph  (a)  of  this  section 
are  unconcentrated,  concentrated,  or 
diluted  fruit  juices  that  may  be  fresh, 
frozen,  or  canned.  They  may  be  so 
treated  by  heat  as  to  reduce  substantially 
the  enzymatic  activity  and  the  number 
of  viable  micro-organisms.  For  the 
purpose  of  this  section,  the  fruit  juice 
soluble-solids  content  prescribed  for 
each  single-strength  fruit  juice  is  listed 
in  the  following  table: 
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Soluble  solids 
by  weight 


Kind  of  fruit  Juice:  ( percent ) 

Blackberry,  boysenberry, 

youngberry,  or  dewberry _ 10.0 

Black  raspberry _ 11.0 

Cherry _ 14.3 

Cranberry _ 10.5 

Grapefruit _  9.1 

Grape  _ 14.3 

Loganberry  _ 10.5 

Orange  _ 11.8 

Pineapple _ 14.3 

Red  raspberry _ 10.5 


(c)  The  optional  ingredients  referred 
to  in  paragraph  (a)  of  this  section  are 
any  one  or  more  of  the  following  in¬ 
gredients,  which  either  are  not  food 
additives  within  the  meaning  of  section 
201(s)  of  the  Federal  Food,  Drug,  and 
Cosmetic  Act  or  are  food  additives  and 
are  used  in  conformity  with  regulations 
promulgated  under  authority  of  section 
409  of  the  act: 

(1)  Any  edible  organic  acid. 

(2)  Any  nutritive  sweetener  prescribed 
in  8  27.1. 

(3)  Natural  fruit  flavors  derived  solely 
from  the  fruit  or  fruits  designated  in  the 
name  of  the  fruit  juice  drink. 

(4)  Authorized  color  additives. 

(5)  Ascorbic  acid  (vitamin  C),  added 
in  such  quantity  that  it  amounts  to  not 
less  than  30  milligrams  and  not  more 
than  50  milligrams  in  each  100  milli¬ 
liters  of  the  finished  fruit  juice  drink. 

(d)  The  specified  name  of  the  food 

to  which  this  section  applies  is  “ - 

_ 50%  fruit  Juice  drink”  or  “50% 

fruit  Juice  drink _ ,”  the  blank 

being  filled  in  with  the  name  of  the 
fruit  or  fruits  used,  the  words  and  nu¬ 
merals  in  the  name  to  be  of  uniform 
type  size  and  of  equal  prominence.  If 
two  or  more  fruit  Juices  are  used,  the 
names  of  the  fruits  shall  appear  in  the 
name  of  the  food  in  the  order  of  their 
predominance.  The  name  of  the  food 
is  preceded  by  the  word  “chilled”  if  the 
article  is  preserved  by  refrigeration  and 
by  the  word  “frozen”  if  it  is  preserved 
by  freezing. 

(e) (1)  If  concentrated  fruit  Juice,  as 
provided  in  paragraph  (b)  of  this  sec¬ 
tion,  is  used  in  fruit  Juice  drink,  the 
label  shall  bear  the  statement  “Prepared 
from  concentrated  fruit  Juice  (or 
Juices)  ”  or  “Prepared  in  part  from  con¬ 
centrated  fruit  juice  (or  juices),”  as 
appropriate. 

(2)  The  label  shall  list  by  their  com¬ 
mon  names  those  optional  ingredients, 
as  provided  by  paragraph  (c)  (1)  and 
(2)  of  this  section,  that  are  used.  If 
a  natural  fruit-flavoring  ingredient,  as 
provided  in  paragraph  (c)  (3)  of  this 
section  is  used,  the  label  shall  declare  it 
either  by  its  common  name  or  as  “flavor¬ 
ing.”  If  a  color  additive,  as  provided 
by  paragraph  (c)  (4)  of  this  section  is 
used,  it  shall  be  declared  as  “coloring 
added”  or  if  it  is  an  artificial  color,  as 
“artificial  coloring  added.”  If  ascorbic 
acid,  as  provided  by  paragraph  (c)  (5) 
of  this  section  is  used,  the  label  shall 
conform  to  the  labeling  requirements  of 
the  regulations  covering  foods  for  spe¬ 
cial  dietary  use,  issued  pursuant  to  sec¬ 
tion  403(j)  of  the  act. 

(3)  The  words  and  statements  show¬ 
ing  the  optional  ingredients  used  shall 


be  placed  on  labels  prominently  and  with 
such  conspicuousness,  as  compared  with 
other  words,  designs,  or  devices  on  the 
label,  as  to  render  such  statements  likely 
to  be  read  and  understood  under  cus¬ 
tomary  conditions  of  purchase. 

§27. -  Thirty  percent  fruitades; 

identity;  label  statement  of  optional 
ingredients. 

(a)  The  fruitades  for  which  defini¬ 
tions  and  standards  of  identity  are  pre¬ 
scribed  by  this  section  are  the  beverage 
foods,  other  than  lemonade  and  lime¬ 
ade  which  are  covered  by  specific  stand¬ 
ards,  that  conform  to  the  requirements 
for  composition  and  for  labeling  of  op¬ 
tional  ingredients  as  prescribed  by 

§  27 - for  50  percent  fruit  juice  drinks, 

except  that  the  finished  fruitade  con¬ 
tains  less  than  50  percent  but  not  less 
than  30  percent  of  fruit  juice,  calculated 
as  prescribed  in  §  27 _ (a). 

(b)  The  specified  name  of  the  food 
to  which  this  section  applies  is  “30% 

fruit  juice - -  ade,”  the  blank 

being  filled  in  with  the  name  of  the  fruit 
or  fruits  used.  The  other  labeling  pro¬ 
visions  concerning  the  name  of  the  food 

as  prescribed  in  §  27 _ (d)  apply  to 

this  section  also. 

§27. -  Ten  percent  fruit  drinks; 

identity;  label  statement  of  optional 
ingredients. 

(a)  The  fruit  drinks  for  which  defini¬ 
tions  and  standards  of  identity  are  pre¬ 
scribed  by  this  section  are  the  beverage 
foods  that  conform  to  the  requirements 
for  composition  and  for  labeling  of  op¬ 
tional  ingredients  as  prescribed  by 

§  27 -  for  50  percent  fruit  juice 

drinks,  except  that  the  finished  fruit 
drink  contains  less  than  30  percent  but 
not  less  than  10  percent  of  fruit  juice, 
calculated  as  prescribed  in  §  27 _ (a). 

(b)  The  specified  name  of  the  food  to 
which  this  section  applies  is  “10%  fruit 

juice _ drink,”  the  blank  being 

filled  in  with  the  name  of  the  fruit  or 
fruits  used.  The  other  labeling  provi¬ 
sions  concerning  the  name  of  the  food  as 

prescribed  in  §  27 - (d)  apply  to  this 

section  also. 

§  27. _  Lemonade;  identity;  label 

statement  of  optional  ingredients. 

(a)  Lemonade  is  the  beverage  food 
prepared  from  one  or  both  of  the  lemon 
juice  ingredients  specified  in  paragraph 
(b)  of  this  section  to  which  water  and 
one  or  more  of  the  nutritive  sweetening 
ingredients  named  in  8  27.1  are  added. 
Lemonade  derives  its  acidity  solely  from 
the  fruit  juice  ingredients  used,  and  this 
acidity,  calculated  as  anhydrous  citric 
acid,  is  not  less  than  0.70  gram  per  100 
milliliters  of  the  finished  beverage.  It 
may  contain  one  or  more  of  the  optional 
flavoring  ingredients  specified  in  para¬ 
graph  (c)  of  this  section.  The  beverage 
made  by  diluting  frozen  concentrate  for 
lemonade,  prescribed  in  8  27.101,  with 
water  so  as  to  meet  the  requirements  of 
this  section  is  deemed  to  be  lemonade. 
Lemonade  may  be  preserved  by  refrigera¬ 
tion  or  by  freezing. 

(b)  The  lemon  juice  ingredients  re¬ 
ferred  to  in  paragraph  (a)  of  this  section 
are: 


(1)  Lemon  juice  or  frozen  lemon  juice 
or  both. 

(2)  Concentrated  lemon  juice  or  fro¬ 
zen  concentrated  lemon  juice  or  both. 

For  the  purposes  of  this  section,  lemon 
juice  is  the  juice  expressed  from  mature 
lemons  of  an  acid  variety.  Concentrated 
lemon  juice  is  lemon  juice  from  which 
part  of  the  water  has  been  removed.  The 
lemon  juice  ingredients  may  be  so  treated 
by  heat  as  to  reduce  substantially  the 
enzymatic  activity  and  the  number  of 
viable  micro-organisms. 

(c)  The  optional  flavoring  ingredients 
referred  to  in  paragraph  (a)  of  this  sec¬ 
tion  are:  Lemon  oil,  cold-pressed  lemon 
oil,  concentrated  lemon  oil. 

(d)  The  name  of  the  food  which  con¬ 
forms  to  this  definition  and  standard  of 
identity  is  “Lemonade.”  If  the  food  is 
preserved  by  freezing,  its  name  is  “Frozen 
lemonade.” 

(e)  When  one  or  more  of  the  optional 
flavoring  ingredients  specified  in  para¬ 
graph  (c)  of  this  section  are  added,  the 

label  shall  bear  the  statement  “ _ 

added”  or  “with  added _ ,”  the 

blank  being  filled  in  either  with  the  word 
“flavoring”  or  with  the  common  name  of 
the  lemon  oil  ingredient  or  ingredients 
used. 

(f)  Wherever  the  name  of  the  food 
appears  on  the  label  so  conspicuously  as 
to  be  easily  seen  under  customary  con¬ 
ditions  of  purchase,  the  statement  speci¬ 
fied  in  paragraph  (e)  of  this  section, 
showing  the  optional  ingredient  or  ingre¬ 
dients  used,  shall  immediately  and  con¬ 
spicuously  precede  or  follow  such  name, 
without  intervening  written,  printed,  or 
graphic  matter. 

§  27. _  Colored  lemonade;  identity; 

label  statement  of  optional  ingredi¬ 
ents. 

(a)  Colored  lemonade  is  the  beverage 
food  which  conforms  to  the  definition 
and  standard  of  identity  and  is  subject 
to  the  requirement  for  label  statement 
of  optional  Ingredients  prescribed  for 

lemonade  by  8  27 _ _  except  that  it  is 

colored  with  an  artificial  coloring  ingre¬ 
dient  or  other  optional  color  additive 
ingredient  authorized  fo»  use  in  food 
pursuant  to  section  706  of  the  Federal 
Pood,  Drug,  and  Cosmetic  Act. 

(b)  The  name  of  the  food  conforms  to 

the  name  prescribed  by  8  27 - -  except 

that  the  word  “lemonade”  is  immediately 
preceded  by  a  word  to  describe  the  color 
of  the  food,  as  for  example,  “Frozen  pink 
lemonade.” 

(c)  The  authorized  coloring  ingredi¬ 
ent  used  shall  be  shown  on  the  label  by 

the  statement  “ -  added”  °r 

“with  added . ”  the  blank  being 

filled  in  with  the  words  “artificial  color¬ 
ing”  if  the  color  additive  used  is  artin- 
cial,  or  if  it  is  not  an  artificial  coloring 
the  blank  is  filled  in  with  the  word  “color¬ 
ing”  or  with  the  common  name  of  the 
color  additive  used,  as  for  example- 
“with  added  grape  juice.” 

§  27 _  Limeade ;  identity ;  label  state¬ 

ment  of  optional  ingredients. 

(a)  Limeade  is  the  beverage  food  pre¬ 
pared  from  one  or  both  of  the  lime  juice 
ingredients  specified  in  paragraph  (b 
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of  this  section  to  which  water  and  one 
or  more  of  the  nutritive  sweetening  in¬ 
gredients  named  in  8  27.1  are  added. 
Limeade  derives  its  acidity  solely  from 
the  fruit  juice  ingredients  used,  and  this 
acidity,  calculated  as  anhydrous  citric 
acid,  is  not  less  than  0.70  gram  per  100 
milliliters  of  the  finished  beverage. 
It  may  contain  one  or  more  of  the  op¬ 
tional  flavoring  ingredients  specified  in 
paragraph  (c)  of  this  section.  Limeade 
may  be  preserved  by  refrigeration  or  by 
freezing. 

(b)  The  lime  juice  ingredients  re¬ 
ferred  to  in  paragraph  (a)  of  this  section 
are: 

(1)  Lime  juice  or  frozen  lime  juice 
or  both. 

(2)  Concentrated  lime  juice  or  frozen 
concentrated  lime  juice  or  both. 

For  the  purposes  of  this  section,  lime 
juice  is  the  juice  expressed  from  mature 
limes  of  an  acid  variety.  Concentrated 
lime  juice  is  lime  juice  from  which 
part  of  the  water  has  been  removed. 
The  lime  juice  ingredients  may  be  so 
treated  by  heat  as  to  reduce  substan¬ 
tially  the  enzymatic  activity  and  the 
number  of  viable  mipro-organisms. 

(c)  The  optional  flavoring  ingredients 
referred  to  in  paragraph  (a)  of  this  sec¬ 
tion  are:  Lime  oil,  cold-pressed  lime  oil, 
concentrated  lime  oil. 

(d)  The  name  of  the  food  which  con¬ 
forms  to  this  definition  and  standard  of 
identity  is  “Limeade.”  If  the  food  is 
preserved  by  freezing  its  name  is 
“Frozen  limeade.” 

(e)  When  one  or  more  of  the  optional 
flavoring  ingredients  specified  in  para¬ 
graph  (c)  of  this  section  are  added, 
the  label  shall  bear  the  statement 

“ - - -  added”  or  “with  added 

- ,”  the  blank  being  filled  in 

either  with  the  word  “flavoring”  or 
with  the  common  name  of  the  lime-oil 
ingredient  or  ingredients  used. 

(f)  Wherever  the  name  of  the  food 
appears  on  the  label  so  conspicuously 
as  to  be  easily  seen  under  customary 
conditions  of  purchase,  the  statement 
specified  in  paragraph  (e)  of  this  sec¬ 
tion,  showing  the  optional  ingredient  or 
ingredients  used,  shall  immediately  and 
conspicuously  precede  or  follow  such 
name,  without  intervening  written, 
printed,  or  graphic  matter. 

Dated:  July  29, 1964. 

Geo.  P.  Larrick, 
Commissioner  of  Food  and  Drugs. 

[P.R.  Doc.  64-8138;'  Piled,  Aug.  12,  1964; 
8:45  a.m.] 


I  21  CFR  Part  31  ] 

FRUIT-FLAVORED  NONCARBONATED 
BEVERAGES 

Proposed  Definition  and  Standard  of 
Identity 

,, accordance  with  the  provisions  of 
!’ederal  Pood-  Drug,  and  Cosmetic 
Act  (secs.  401,  701,  52  Stat.  1046,  1055, 
as  amendtKj.  21  U.S.C.  341,  371),  and 
p  rsuant  to  the  authority  vested  in  the 
secretary  of  Health,  Education,  and  Wel- 
le  and  delegated  by  him  to  the  Com¬ 


missioner  of  Food  and  Drugs  (21  CFR 
2.90;  29  F.R.  471),  all  interested  persons 
may  submit  views  and  comments  orally 
or  in  writing  concerning  the  proposal 
published  in  this  notice.  Such  views  and 
comments  should  be  addressed  to  the 
Hearing  Clerk,  Department  of  Health, 
Education,  and  Welfare,  300  Independ¬ 
ence  Avenue  SW.,  Washington,  D.C., 
20201,  and  should  be  submitted  within 
60  days  from  the  date  of  publication  of 
this  notice  in  the  Federal  Register, 
preferably  in  writing  and  in  quintupli- 
cate.  Such  comments  may  be  accom-  ( 
panied  by  memoranda  or  briefs  in  sup¬ 
port  thereof. 

Proposals  are  now  under  consideration 
for  establishing  standards  for  diluted 
fruit  juice  beverages.  Steps  have  been 
taken  to  establish  standards  to  cover,  as 
a  class,  the  nonalcoholic,  carbonated 
drinks  called  soda  water  beverages. 
These  proposals  leave  those  products 
that  are  noncarbonated  counterparts  of 
the  fruit-flavored  soda  waters  (sometimes 
called  “still  beverages”)  as  a  category 
not  provided  for  in  the  standards. 

It  is  proposed  that  a  standard  for  the 
subject  beverages  be  established,  as  fol¬ 
lows: 

§  31.20  Fruit- flavored,  noncarbonated 
beverages;  identity;  label  statement 
of  optional  ingredients. 

(a)  The  fruit-flavored  noncarbonated 
beverages  for  which  definitions  and 
standards  of  identity  are  prescribed  by 
this  section  are  the  noncarbonated  coun¬ 
terparts  of  soda  water  beverages.  These 
noncarbonated  beverages  contain  fruit 
juice  in  an  amount  not  in  excess  of  10 
percent,  calculated  as  single-strength 
fruit  juice,  to  which  is  added  water  and 
one  or  more  of  the  nutritive  sweeteners 
specified  in  paragraph  (b)  (1)  of  this  sec¬ 
tion.  They  may  contain  one  or  more  of 
the  optional  ingredients  specified  in  par¬ 
agraph  (b)  of  this  section;  Provided, 
That  any  such  ingredient  that  is  a  food 
additive  as  defined  in  section  201  (s)  of 
the  Federal  Food,  Drug,  and  Cosmetic 
Act  is  used  only  in  conformity  with  regu¬ 
lations  established  pursuant  to  section 
409  of  the  act,  and  any  such  ingredient 
that  is  a  color  additive  as  defined  in  sec¬ 
tion  201  (t)  of  the  act,  is  used  only  in  con¬ 
formity  with  regulations  established  pur¬ 
suant  to  section  706  of  the  act.  Fruit- 
flavored  noncarbonated  beverages  are 
preserved  by  processing  with  heat,  so  as 
to  prevent  spoilage,  or  they  are  preserved 
with  one  or  more  of  the  ingredients  spec¬ 
ified  in  paragraph  (b)  (7)  of  this  section. 

(b)  The  optional  ingredients  referred 
to  in  paragraph  (a)  of  this  section,  that 
may  be  used  in  such  proportions  as  are 
reasonably  required  to  accomplish  their 
intended  effects,  are: 

(1)  One  or  more  of  the  following 
sweetening  ingredients,  which  may  be 
used  in  dry  or  sirup  form:  Sugar,  invert 
sugar,  com  sirup,  glucose  sirup,  dextrose, 
sorbitol. 

(2)  One  or  more  of  the  acidifying  in¬ 
gredients  citric  acid,  tartaric  acid,  lactic 
acid,  phosphoric  acid,  acetic  acid,  adipic 
acid,  fumaric  acid,  malic  acid. 

(3)  One  or  more  of  the  buffering  salts 
consisting  of  the  acetate,  bicarbonate, 
carbonate,  chloride,  citrate,  lactate,  or¬ 


thophosphate,  or  the  sulfate  of  calcium, 
magnesium,  potassium,  or  sodium. 

(4)  One  or  more  of  the  stabilizing  in¬ 
gredients  pectin,  carob  bean  gum,  guar 
gum,  gum  acacia,  gum  tragacanth,  so¬ 
dium  alginate,  propylene  glycol  alginate, 
methyl  cellulose,  sodium  carboxymethyl- 
cellulose,  sodium  metaphosphate  (so¬ 
dium  hexametaphosphate) ,  lecithin,  hy- 
droxylated  lecithin,  mono-  and  diglycer¬ 
ides  of  fat-forming  fatty  acids,  pply- 
glycerol  esters  of  fatty  acids,  glycerol 
esters  of  wood  rosin,  brominated  vege¬ 
table  oil. 

,(5)  One  or  more  of  the  following  fla¬ 
voring  ingredients,  which  may  be  added 
in  a  carrier  of  ethyl  alcohol,  glycerin,  or 
propylene  glycol: 

(i)  Natural  flavorings  derived  from 
fruits  or  fruit  juices. 

(ii)  Artificial  flavoring. 

(6)  Natural  or  artificial  color  addi¬ 
tives. 

(7)  Any  one  or  more  of  the  following 
chemical  preservatives:  Ascorbic  acid, 
erythorbic  acid,  sulfur  dioxide,  potas¬ 
sium  or  sodium  bisulfite,  potassium  or 
sodium  metabisulfite,  benzoic  acid,  potas¬ 
sium  or  sodium  benzoate,  methyl  para- 
ben,  propyl  paraben,  sorbic  acid,  potas¬ 
sium  or  sodium  sorbate,  calcium  disodium 
EDTA,  glucose-oxidase-catalase  enzyme, 
nordihydroguaiaretic  acid,  BHA,  BHT, 
tocopherols,  propyl  gallate. 

(c)  The  specified  names  of  the  bever¬ 
ages  for  which  definitions  and  standards 
of  identity  are  prescribed  by  this  section 
are: 

(1)  When  the  flavor  is  furnished  by 
fruit  juice  or  fruit  juice  and  natural  fruit 
flavoring  (no  artificial  flavoring  being 

used)  the  name  is  “Noncarbonated _ 

_ flavored  beverage,”  the  blank  being 

filled  in  with  the  name  of  the  fruit  or 
fruits. 

(2)  When  any  artificial  flavoring  is 

used  the  name  is  “Noncarbonated  arti¬ 
ficially  flavored _ beverage,” 

the  blank  being  filled  in  with  the  name 
of  the  fruit  that  the  artificial  flavoring 
simulates.  The  words  “artificially  fla¬ 
vored”  are  prominently  and  conspicu¬ 
ously  displayed  in  letters  not  smaller  than 
the  letters  used  in  the  name  of  the  fruit. 

(d)  (1)  When  any  fruit-flavored  non¬ 
carbonated  beverage  contains  a  flavor¬ 
ing  ingredient  as  provided  by  paragraph 
(b)  (5)  (i)  of  this  section,  the  label  shall 
bear  the  statement  “Flavoring  added”  or 
“With  added  flavoring.”  If  such  bever¬ 
age  contains  a  color  additive  as  provided 
by  paragraph  (b)  (6)  of  this  section,  the 
label  shall  bear  the  statement  “Color¬ 
ing  added”  or  “With  added  coloring”;  or 
if  the  coloring  is  artificial,  the  statement 
“Artificial  coloring  added”  or  “With 
added  artificial  coloring.”  If  the  bever¬ 
age  contains  any  preservative  ingredi¬ 
ent,  as  provided  by  paragraph  (b)  (7) 
of  this  section,  such  ingredient  shall  be 
declared  on  the  label  by  the  statement 

.“Preserved  with _ ”  or  “ _ 

_ added  as  a  preservative,”  the  blank 

being  filled  in  with  the  common  name 
of  the  preservative  or  preservatives  used. 
Where  two  or  more  statements  are  re¬ 
quired  for  naming  optional  ingredients 
designated  for  label  declaration  they 
may  be  combined,  as  for  example,  “With 
added  flavoring,  artificial  coloring,  and 
preserved  with  sodium  benzoate.” 
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(2)  The  labeling  statement*  prescribed 
by  this  paragraph  shall  be  displayed  on 
labels  prominently  and  with  such  con¬ 
spicuousness  (as  compared  with  other 
words,  statements,  or  designs  on  the  la¬ 
bel)  as  to  render  them  likely  to  be  read 
and  understood  under  customary  con¬ 
ditions  of  purchase. 

Dated:  July  29, 1964. 

Geo.  P.  Larrick, 

Commissioner  of  Food  and  Drags. 

[FJR.  Doc.  64-8139;  Piled,  Aug.  13,  1964; 

8:45  &.m.] 


[21  CFR  Part  133  1 

MEDICATED  ANIMAL  FEEDS;  MANU¬ 
FACTURING  PRACTICES  AND  CON¬ 
TROLS 

Notice  of  Proposed  Rule  Making 

Under  the  provisions  of  the  Federal 
Food,'  Drug*  and  Cosmetic  Act  (secs.  501 
(a)(2)(B),  701(a);  52  Stat.  1050  as 
amended  76  Stat.  780,  781;  1055;  21 
UB.CA.  351(a)  (2)  (B) .  371(a) ).  and  the 
authority  delegated  to  him  by  the  Secre¬ 
tary  of  Health,  Education,  and  Welfare 
(21  CFR  2.90;  29  F.R.  471),  the  Com¬ 
missioner  of  Food  and  Drugs  proposes  the 
promulgation  of  the  following  regulations 
to  establish  criteria  for  current  good 
manufacturing  practice  in  the  manufac¬ 
ture,  processing,  packing,  and  holding  of 
medicated  animal  feeds,  to  effect  compli¬ 
ance  with  section  501(a)(2)(B)  of  the 
act. 

All  interested  persons  are  invited  to 
present  written  views  and  comments  re¬ 
garding  the  proposals  published  in  this 
notice.  Such  views  and  comments 
should  be  submitted  preferably  in  quin- 
tuplicate,  addressed  to  the  Hearing  Clerk, 
Department  of  Health,  Education,  and 
Welfare,  Room  5440,  330  Independence 
Avenue  8W.,  Washington,  D.C.,  20201, 
within  60  days  following  the  date  of  pub¬ 
lication  of  this  notice  in  the  Federal 
Register.  Such  views  and  comments 
may  be  accompanied  by  a  memorandum 
or  brief  in  support  thereof. 

1.  It  is  proposed  to  amend  §  133.1  by 
adding  thereto  a  new  paragraph  (c) ,  as 
follows: 

§  133.1  Definitions. 

•  •  •  •  • 

(c)  As  used  in  this  Part  133,  the  term 
“medicated  feed”  means  any  “complete 
feed,”  “feed  additive  supplement,”  or 
“feed  additive  concentrate,”  as  defined  in 
I  121.200  of  this  chapter,  which  feed  con¬ 
tains  one  or  more  drugs  as  defined  in 
section  201(g)  of  the  act.  The  term 
“medicated  feed”  does  not  include  any 
undiluted  drug  or  “premix,”  as -defined 
in  S  121.200,  intended  for  manufacturing 
use  in  the  production  of  a  medicated 
“feed  additive  concentrate,”  as  defined  in* 
133.14,  inclusive. 

2.  It  is  proposed  to  add  to  Part  133 
new  sections,  as  follows,  under  the  center 
heading,  indicated : 


Medicated  Feeds;  Manufacturing 
Practice 

g  133.100  Current  good  manufacturing 
practice. 

The  criteria  in  SS  133.101-133.110.  in¬ 
clusive,  shall  apply  in  determining 
whether  the  methods  used  in,  cm*  the  fa¬ 
cilities  and  controls  used  for.  the  manu¬ 
facture,  processing,  packing,  or  holding 
of  a  medicated  feed  conform  to  or  are 
operated  or  administered  in  conformity 
with  current  good  manufacturing  prac¬ 
tice  to  assure  that  a  medicated  feed 
meets  the  requirements  of  the  act  as  to 
safety,  and  has  the  identity  and 
strength,  and  meets  the  quality  and  pu¬ 
rity  characteristics,  which  it  purports  or 
is  represented  to  possess,  as  required  by 
section  501(a)(2)(B)  of  the  act.  The 
regulations  in  this  Part  133  permit  the 
use  of  precision  automatic  mechanical 
or  electronic  equipment  in  .the  produc¬ 
tion  of  a  medicated  feed  when  adequate 
inspection  and  checking  procedures  are 
used  to  assure  proper  performance. 

§  133.101  Buildings. 

Buildings  in  which  medicated  feeds 
are  manufactured,  processed,  packaged, 
labeled,  or  held  shall  be  maintained  in  a 
reasonably  clean  and  orderly  manner 
and  shall  be  of  suitable  size,  construc¬ 
tion,  and  location  in  relation  to  sur¬ 
roundings  to  facilitate  maintenance  and 
operation  for  their  intended  purpose. 
The  buildings  shall: 

(a)  Provide  adequate  space  for  the 
orderly  placement  of  equipment  and  ma¬ 
terials  used  in  any  of  the  following  oper¬ 
ations  for  which  they  are  employed,  to 
minimize  any  risk  of  mixups  between 
different  medicated  feeds,  their  com¬ 
ponents,  packaging,  or  labeling: 

(1)  The  receipt,  control,  and  storage 
of  components. 

(2)  Any  manufacturing  and  process¬ 
ing  operations  performed  on  the  medi¬ 
cated  feed. 

(3)  Any  packaging  and  labeling  op¬ 
erations. 

(4)  Storage  of  containers,  pack¬ 
aging  materials,  labeling,  and  finished 
products. 

(b)  Provide  adequate  lighting  and 
ventilation,  screening,  and  other  physi¬ 
cal  facilities  necessary  to  prevent  unsafe 
or  any  reasonably  avoidable  contamina¬ 
tion  of  raw  materials  and  finished  prod¬ 
ucts  before,  during,  and  after  production. 

(c)  Provide  for  adequate  washing, 
cleafiing,  toilet,  and  locker  facilities. 

§  133.102  Equipment. 

Equipment  used  for  the  manufacture, 
processing,  packaging,  bulk  shipment,  la¬ 
beling,  holding,  or  control  of  medicated 
feeds  shall  be  maintained  in  a  reason¬ 
ably  clean  and  orderly  manner  and  shall 
be  of  suitable  design,  size,  construction, 
and  location  in  relation  to  surroundings 
to  facilitate  maintenance  and  operation 
for  its  intended  purpose.  The  equip¬ 
ment  shall: 

(a)  Be  so  constructed  that  any  sur¬ 
faces  that  come  into  contact  with  medi¬ 
cated  feeds  are  suitable,  in  that  they  are 


not  reactive,  additive,  or  absorptive  to 
an  extent  that  significantly  affects  the 
identity,  strength,  quality,  or  purity  of 
the  medicated  feed  or  its  components. 

(b)  Be  so  constructed  that  any  sub¬ 
stance  required  for  the  operation  of  the 
equipment  may  be  employed  without 
hazard  of  becoming  an  unsafe  additive 
to  the  medicated  feed. 

(c)  Be  constructed  to  facilitate  ad¬ 
justment,  cleaning,  and  maintenance, 
and  to  assure  uniformity  of  production 
and  reliability  of  control  procedures  and 
to  assure  the  exclusion  from  medicated 
feeds  of  unsafe  or  reasonably  avoidable 
contamination,  including  cross-contam¬ 
ination  from  manufacturing  operations. 

(d)  Be  suitably  grounded  electrically 
to  prevent  lack  of  uniform  mixing  due 
to  electrically  charged  particles. 

(e)  Be  of  suitable  size  and  accuracy 
for  use  in  any  intended  measuring,  mix¬ 
ing,  or  weighing  operations. 

§  133.103  Personnel. 

The  key  employees  and/or  consultants 
responsible  for  the  formulation,  manu¬ 
facture,  and  control  of  the  medicated 
feed  shall  have  a  background  of  educa¬ 
tion  or  experience  or  a  combination 
thereof  appropriate  to  assure  proper 
composition  and  labeling  of  the  medi¬ 
cated  feeds. 

§  133.104  Components. 

(a)  Drug  components  used  in  the 
manufacture  and  processing  of  medi¬ 
cated  feeds  shall  be  identified,  stored, 
handled,  and  used  and  otherwise  con¬ 
trolled  in  a  manner  to  assure  that  they 
conform  to  appropriate  specifications  of 
identity,  strength,  quality,  and  purity. 
Appropriate  inventory  records  shall  be 
maintained  of  their  origin,  testing  (in¬ 
cluding  testing  by  suppliers),  receipt, 
and  use. 

(b)  Nondrug  components  shall  be 
stored  and  otherwise  handled  to  avoid 
contamination  with  drugs,  pesticides, 
and  other  reasonably  avoidable  adultera¬ 
tion. 

§  133.105  Formula  and  production  rec¬ 
ords. 

(a)  For  each  medicated  feed,  master 
formula  records  shall  be  prepared, 
checked,  and  reconciled  by  a  competent 
and  responsible  individual.  Formula 
records  shall  include: 

(1)  The  name  of  the  product  and/or 
other  appropriate  identification. 

(2)  The  weight  or  measure  of  each 
ingredient,  adequately  identified,  to  be 
used  in  manufacturing  a  stated  weight  of 
the  medicated  feed. 

(3)  A  copy,  description,  or  notation 
adequately  identifying  the  label  for  the 
finished  medicated  feed. 

(4)  Manufacturing  instructions  for 
each  medicated  feed  produced  on  a  batch 
basis,  including  mixing  steps,  mixing 
times,  and  batch  formulas  that  have  be® 
determined  to  yield  an  adequately  mixed 
medicated  feed;  and  in  the  case  of  medi¬ 
cated  feed  produced  by  continuous  pro¬ 
duction  run,  appropriate  manufacturing 
directions,  including,  when  indicated,  the 
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gettings  of  equipment  that  have  been 
determined  to  yield  an  adequately  mixed 
medicated  feed  of  the  labeled  formula. 

(5)  Appropriate  control  directions,  in¬ 
cluding  the  manner  and  frequency  with 
vhich  samples  of  the  medicated  feed  are 
to  be  taken  for  specified  laboratory  tests, 
the  criteria  for  using  laboratory  test 
results  to  change  formulations  or  manu¬ 
facturing  procedures,  and  the  procedures 
to  be  observed  to  avoid  unsafe  or  reason¬ 
ably  avoidable  contamination  of  the 
medicated  feed  with  other  products. 

(b)  A  production  record  shall  be  pre¬ 
pared  for  each  batch  or  run  of  medi¬ 
cated  feed  produced,  and  shall  be 
retained  for  at  least  2  years.  The  pro¬ 
duction  record  shall  include: 

(1)  Product  identification,  date  of 
production,  and  endorsement  by  a  re¬ 
sponsible  individual. 

(2)  A  record  of  the  quantity  of  drug 
components  used. 

(3)  A  record  of  the  quantity  of  medi¬ 
cated  feed  produced. 

(c)  In  the  case  of  customer-formula 
feeds,  the  formula  and  production  rec¬ 
ords  required  by  paragraphs  (a)  and  (b) 
of  this  section  may  consist  of  copies  of 
customers’  invoices  bearing  the  required 
information. 

§  133.106  Production  and  control  pro¬ 
cedures. 

Production  and  control  procedures 
shall  include  all  reasonable  precautions, 
including  the  following,  to  assure  that 
the  medicated  feeds  produced  are  of 
proper  composition  and  labeling. 

(a)  Each  critical  step  in  the  process, 
such  as  the  selection,  weighing,  and 
measuring  of  components;  the  addition 
of  drugs  during  the  process;  the  control 
of  mixing  times;  the  adjustment  of  the 
equipment  involved  in  continuous  pro¬ 
duction  processes;  and  the  determination 
of  the  finished  yield,  shall  be  performed 
in  a  manner  that  has  been  determined 
by  appropriate  methods,  including  lab¬ 
oratory  testing  of  the  medicated  feed, 
to  be  adequate  to  assure  the  integrity  of 
the  final  product.  If  such  steps  in  the 
processing  are  controlled  by  precision 
automatic,  mechanical,  or  electronic 
equipment,  provision  shall  be  made  to 
adequately  check  its  performance. 

(b)  All  drug  containers  and  equipment 
used  in  producing  a  batch  or  run  of 
medicated  feed  shall  be  adequately  iden¬ 
tified,  and  shall  be  stored  separately 
from  nondrug  components  and  handled 
in  a  manner  adequate  to  prevent  mixups 
and  contamination  of  nondrug  compo¬ 
nents. 

(c)  Equipment,  including  dust-con¬ 
trol  and  other  equipment  returning 
recovered  materials  back  into  produc¬ 
tion,  shall  be  maintained  and  operated 
in  such  a  manner  as  to  prevent  unsafe 
or  any  reasonable  avoidable  contamina¬ 
tion  of  medicated  feeds. 

(d)  Precautions  to  prevent  unsafe  or 
reasonably  avoidable  contamination  of 
medicated  feeds  include  one  or  more  of 
“e  following  or  equally  effective 
Procedures : 

(D  Cleaning  all  mixers,  conveyors, 
*md  other  equipment  used  in  the  pro¬ 
duction  of  a  medicated  feed  to  remove 


any  drug  or  medicated  feed  prior  to  pro¬ 
duction  of  a  different  medicated  feed. 

(2)  Cleaning  of  those  parts  of  mixing, 
conveying,  and  other  equipment  coming 
in  contact  with  the  drug  content  of  a 
medicated  feed  to  remove  any  drug  or 
medicated  feed  prior  to  production  of  a 
different  medicated  feed. 

(3)  Flushing  all  mixing  equipment, 
conveyors,  and  other  equipment  to  be 
used  in  production  of  a  medicated  feed 
With  a  quantity  of  an  appropriate  drup- 
free  feedstuff  that  has  been  determined 
to  remove  any  significant  quantity  of 
drug  or  medicated  feed  prior  to  produc¬ 
tion  of  a  different  medicated  feed.  The 
yield  from  such  flushing  operations  may 
be  incorporated  in  appropriate  amounts 
in  subsequent  production  of  a  medicated 
feed  intended  to  contain  the  same  drug 
provided  it  does  not  result  in  the  failure 
of  the  subsequent  production  to  conform 
to  applicable  specifications.  Such  ma¬ 
terial  shall  not  be  used  in  the  produc¬ 
tion  of  a  nonmedicated  or  a  medicated 
feed  not  intended,  to  contain  the  drug 
at  a  specific  level  stated  on  its  label. 

(e)  To  assure  the  uniformity  and  in¬ 
tegrity  of  products,  there  shall  be  ade¬ 
quate  controls,  such  as  checking  the 
quantity  of  drugs,  the  package  weights, 
and  the  adequacy  of  mixing,  including 
laboratory  assays  of  the  drug  content  of 
medicated  feeds  according  to  the  follow¬ 
ing  frequency  schedule  or  one  at  least 
as  reliable: 

(1)  For  medicated  feeds  produced  on 
a  batch  basis,  appropriately  drawn  sam- 
pfes  from  at  least  three  consecutive 
batches  from  each  100  batches  pro¬ 
duced,  and  at  least  three  batches  per 
year. 

(2)  For  medicated  feeds  produced  by 
continuous  production  run,  at  least  three 
appropriately  drawn  samples  from  each 
400  tons  of  medicated  feed  produced,  and 
at  least  three  samples  per  year. 

(f )  Production  and  control  procedures 
shall  include  provision  for  discontinuing 
production  and  distribution  of  any  medi¬ 
cated  feed  found  by  the  assay  procedures 
or  any  other  controls  performed  to  fail  to 
conform  to  appropriate  specifications  un¬ 
til  properly  controlled  production  has 
been  established. 

§  133.107  Packaging  and  labeling. 

Packaging  and  labeling  operations 
shall  be  adequately  performed  and  con¬ 
trolled  to  assure  that  only  those  medi¬ 
cated  feeds  made  in  compliance  with 
established  formula  records  and  manu- 
facuring  and  control  directions  shall  be 
distributed;  to  prevent  mixups  between 
medicated  feeds  during  the  packaging 
and  labeling  operations;  and  to  assure 
that  correct  labeling  is  employed  for  the 
•  medicated  feed.  In  the  case  of  commer¬ 
cial  feeds  distributed  in  bulk,  complete 
labeling  shall  accompany  the  shipment 
and  be  supplied  to  the  purchaser  at  the 
time  of  delivery.  When  necessary,  such 
labeling  shall  include  placards  to  identify 
bulk  lots,  bearing  information  necessary 
to  assure  safe  and  effective  use.  Each 
type  of  labeling  used  shall  be  stored  in  a 
manner  that  avoids  mixups  between 
labeling. 

§  133.108  Laboratory  controls. 

Laboratory  controls  shall  include  the 
establishment  of  adequate  specifications 


and  test  procedures  to  assure  that  the 
drug  components  and  the  finished  medi¬ 
cated  feeds  conform  to  appropriate 
standards  of  identity,  strength,  quality, 
and  purity.  Laboratory  controls  shall 
include : 

(a)  The  establishment  of  master  rec¬ 
ords  containing  appropriate  specifica¬ 
tions  and  a  description  of  the  test  pro¬ 
cedures  used  to  check  them  for  each 
kind  of  drug  used  in  the  manufacture  of 
medicated  feeds;  this  may  consist  of  a 
guaranty  by  the  manufacturer  or  sup¬ 
plier  of  the  drug  that  the  drug  meets 
stated  specifications  as  determined  by 
described  test  procedures. 

(b)  The  establishment  of  finished- 
product  specifications  for  medicated 
feeds  and  a  description  of  laboratory  test 
procedures  to  check  them.  Including  as¬ 
says  of  the  active  drug  ingredient  on 
appropriately  drawn  samples  with  a  fre¬ 
quency  schedule  conforming  to  the  re¬ 
quirements  of  §  133.106(e). 

(c)  A  determination  that  the  drug 
components  remain  uniformly  dispersed 
and  stable  in  the  medicated  feed  under 
ordinary  conditions  of  shipment,  storage, 
and  use;  this  may  consist  of  a  supplier’s 
or  consultant’s  determination  made  on 
a  feed  of  substantially  the  same  formula. 

(d)  Adequate  provision  to  check  the 
reliability,  accuracy,  and  precision  of  any 
laboratory  test  procedure  used;  the  of¬ 
ficial  Methods  of  the  Association  of  Of¬ 
ficial  Agricultural  Chemists  and  methods 
described  in  an  official  compendium  shall 
be  regarded  as  meeting  this  provision. 

(e)  Provision  for  complete  records  of 
all  required  analytical  data,  including 
dates  and  endorsement  of  analysts.  Rec¬ 
ords  of  all  analyses  or  complete  and 
accurate  copies  thereof  including  State 
laboratory  assays,  shall  be  retained  at 
the  establishment  where  the  medicated 
feed  was  produced  for  at  least  2  years 
after  distribution  has  been  completed. 

§  133.109  Distribution  records. 

Complete  records  shall  be  maintained 
for  each  shipment  of  medicated  feeds  in 
a  manner  that  will  facilitate  the  recall, 
diversion,  or  destruction  of  the  shipment, 
if  necessary.  Such  records  shall  be  re¬ 
tained  for  at  least  2  years  after  the  date 
of  the  shipment,  and  shall  include  the 
name  and  address  of  the  cosignee,  the 
date  and  quantity  shipped,  and  the  man¬ 
ufacturing  dates,  control  numbers,  or 
marks  identifying  the  medicated  feed 
shipped.  If  the  medicated  feed  is  held 
under  control  of  the  manufacturer  for 
further  shipment  at  establishments  other 
than  where  produced,  records  as  outlined 
in  this  section  shall  be  maintained  at 
these  establishments. 

§  133.110  Complaint  files. 

Records  shall  be  maintained  of  all 
written  or  verbal  complaints  for  each 
medicated  feed.  Complaints  shall  be 
evaluated  by  responsible  personnel  and, 
where  indicated,  appropriate  action 
taken.  The  records  shall  indicate  eval¬ 
uation  and  action. 

Dated:  August  7,  1964. 

Geo.  P.  Larrick, 
Commissioner  of  Food  and  Drugs. 

[F.R.  Doc.  64-8140;  Filed,  Aug.  12,  1964; 

8:46  a.m.] 


